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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

1. Claims 1-7, 9 and 14 - 36 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Packard et al (U.S. Pat. No. 5,640,995 A). Regarding claims 1 - 6, 9, 14 
- 16 and 23 - 26, Packard et al teach an apparatus comprising: a body structure (24) 
comprising at least one microchannel network and a plurality of ports disposed in the 
body structure; and a manifold (64) comprising at least one channel network and at least 
one aperture disposed in the manifold, wherein the manifold is mated with the body 
structure (see col. 8, line 41 - col. 10, line 67; figures 1-11). 



Application/Control Number: 09/922,224 
Art Unit: 1743 




Application/Control Number: 09/922,224 
Art Unit: 1743 



Page 4 




Regarding claim 7, this claim recites process or intended use limitations, which 
do not further delineate the structure of the claimed apparatus from that of the prior art. 
Since these claims are drawn to an apparatus statutory class of invention, it is the 
structural limitations of the apparatus, as recited in the claims, which are considered in 
determining the patentability of the apparatus itself. These recited process or use 
limitations are accorded no patentable weight to an apparatus. For example, claim 7 
recites how the apparatus is to be operated, such as using a bulk viscosity enhancer 
solution or electrolyte solution disposed within the apparatus. These recitations do not 
impart any limitations to define the structure of the apparatus itself being claimed. 
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Process limitations do not add patentability to a structure, which is not distinguished 
from the prior art. A recitation of the intended use of the claimed invention must result in 
a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. See In re Casey, 152 
USPQ 235 (CCPA 1967); and In re Otto, 136 USPQ 458, 459 (CCPA 1963). The Courts 
have held that it is well settled that the recitation of a new intended use, for an old 
product, does not make a claim to that old product patentable. See In re Schreiber, 128 
F.3d 1473, 1477, 44 USPQ2d 1429, 1431 (Fed. Cir. 1997). The Courts have held that the 
manner of operating an apparatus does not differentiate an apparatus claim from the prior 
art, if the prior art apparatus teaches all of the structural limitations of the claim. See Ex 
Parte Masham, 2 USPQ2d 1647 (BPAI 1987) (see MPEP § 21 14). 

Regarding claims 17 and 18, Packard et al. teach the incorporation of a fluid 
pressure force modulator, such as microactuators (14), and a gravity force modulator, 
such as a pressure inlet (58) or vacuum outlet passage (60) (see col. 8, lines 51 - 65). 
Regarding claim 19, Packard et al. teach the incorporation of an alignment structure, 
such as the bottom surface of the boy structure (80), for aligning or placing the body 
structure (80) on the surface of the manifold (64) (see figures 3 & 1 1). Regarding claim 
20, Packard et al. teach the incorporation of a membrane portion for pneumatic 
actuation (see col. 13, lines 9 - 21). Regarding claims 21, 29 and 36, these claim recite 
specific fabrication processes for making the claimed apparatus. The patentability of a 
product or apparatus does not depend on its method of production or formation. If the 
product in the product-by-process claim is the same as or obvious from a product of the 
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prior art, the claim is unpatentable even though the prior product was made by a different 
process. See In re Thorpe, 111 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985) (see 
MPEP 3 21 13). Regarding claim 22, Packard et al. teach the incorporation of O-rings 
and adhesive gaskets (see col. 9, line 19 - col. 10, line 18). Regarding claim 27, Packard 
et al. teach a pair of inlet or outlet O-rings (48 & 50) are seated, respectively, within 
bores (40 & 42) (see col. 9, lines 20 - 40). Packard et al. further teach the incorporation 
of electrical traces, such as conductive coatings, on each of the circuit boards, which 
connect microvalves (see col. 17, lines 5 - 62). Regarding claims 28 and 35, Packard et 
al. teach that the apparatus may comprise a layered structure (see col. 8, lines 41-67; 
figure 3). Regarding claims 30 and 31, Packard et al. teach that the apparatus may be 
fabricated using ceramic and polycarbonate materials (see col. 9, lines 9-19). 

2. Claims 1 - 8, 13 - 21, 23 - 26, 28 - 30, 32 - 34 and 36 are rejected under 35 
U.S.C. 102(e) as being anticipated by Say et al. (U.S. Pat. No. 6,1 17,290 A). Regarding 
claims 1 - 6, Say et al. teach an apparatus comprising: a body structure (assembly 100) 
comprising at least one microchannel network (9) and a plurality of ports (20) disposed in 
the body structure; and an associated manifold portion (27) comprising apertures (103), 
which mates with the body structure, wherein at least one port (20) is in fluid 
communication with at least one microchannel in the at least one microchannel network 
(9) in the assembled apparatus (see col. 5, lines 23 - col. 6, line 64; figures 1, 2 & 5). 
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FIG. I 
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FIG. 5 




Regarding claim 7, this claim recites process or intended use limitations, which 
do not further delineate the structure of the claimed apparatus from that of the prior art. 
Since these claims are drawn to an apparatus statutory class of invention, it is the 
structural limitations of the apparatus, as recited in the claims, which are considered in 
determining the patentability of the apparatus itself. These recited process or use 
limitations are accorded no patentable weight to an apparatus. For example, claim 7 
recites how the apparatus is to be operated, such as using a bulk viscosity enhancer 
solution or electrolyte solution disposed within the apparatus. These recitations do not 
impart any limitations to define the structure of the apparatus itself being claimed. 
Process limitations do not add patentablility to a structure, which is not distinguished 
from the prior art. A recitation of the intended use of the claimed invention must result i 
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a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. See In re Casey, 152 
USPQ 235 (CCPA 1967); mdln re Otto, 136 USPQ 458, 459 (CCPA 1963). The Courts 
have held that it is well settled that the recitation of a new intended use, for an old 
product, does not make a claim to that old product patentable. See In re Schreiber, 128 
F.3d 1473, 1477, 44 USPQ2d 1429, 1431 (Fed. Cir. 1997). The Courts have held that the 
manner of operating an apparatus does not differentiate an apparatus claim from the prior 
art, if the prior art apparatus teaches all of the structural limitations of the claim. See Ex 
Parte Masham, 2 USPQ2d 1647 (BPAI 1987) (see MPEP 3 2114). 

Regarding claim 8, Say et al teach the incorporation of a controller (224) and a 
detector apparatus (214) (see col. 8, lines 17-37; figure 10). 
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Regarding claim 1 3, Say et al. teach that the apparatus may be programmed or 
automated (see col. 7, lines 31 - 33). Regarding claims 14 - 16, 23 - 26, 28 and 32 - 34, 
Say et al. teach that the manifold and the body structure may be connected together or 
integrated (see col. 5, lines 32 - 36; col. 6, lines 31-39; figures 1 - 4). Regarding 
claims 17 and 18, Say et al. teach the incorporation of a fluid pressure force modulator, 
such as a pneumatic valve actuator (4), and a gravity force modulator, such as a valve 
structure (24) and a pressure compensating structure (21) (see col. 6, lines 9-31). 
Regarding claim 19, Say et al. teach the incorporation of an alignment structure, such as 
the side edges of the manifold portion (27) (see figure 1). Regarding claim 20, Say et al. 
teach the incorporation of a membrane (28) held in contact with the valve structure (24) 
by a pressure compensating structure (21) (see col. 6, lines 17 - 31 ; figures 1 & 2). 
Regarding claims 21, 29 and 36, these claim recite specific fabrication processes for 
making the claimed apparatus. The patentability of a product or apparatus does not 
depend on its method of production or formation. If the product in the product-by- 
process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process. See In re 
Thorpe, 111 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985) (see MPEP 3 2113). 
Regarding claims 30 and 36, Say et al. teach that the apparatus may comprise an 
injection molded polymer material (see col. 6, lines 45 - 49). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 9-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Say 

et al. Regarding claims 9 and 1 1, Say et al. do not specifically teach the use of an 

additional manifold or body structure. However, Say et al. do teach that their disclosed 

apparatus is used for providing on-line monitoring/measurement of bioanalytes in a 

patient (see col.4, lines 49 - 53). It is notoriously well known in the art of clinical 

diagnostics that sterile instruments be used with each patient (see MPEP b 2144.03). 

Consequently, a person of ordinary skill in the art would accordingly have recognized the 

desirability of using another manifold or body structure with the apparatus disclosed by 

Say et al., in order to facilitate the replenishment of reagents without compromising 

apparatus sterility and thereby avoid endangering the patient. Furthermore, the Courts 

have held that the mere duplication of parts, without any new or unexpected results, is 

within the ambit of a person of ordinary skill in the art. See In re Harza, 124 USPQ 378 

(CCPA 1960). Therefore, it would have been obvious to a person of ordinary skill in the 

art to incorporate the use of two or more manifolds, which interchangeably mates with 

the body structure of the claimed apparatus. Similarly, it would have been obvious to a 
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person of ordinary skill in the art to incorporate the use of two or more body structures, 
which interchangeably mates with the manifold of the claimed apparatus. Regarding 
claims 10 and 12, Say et al. teach the incorporation of a controller (224) and a detector 
apparatus (214) (see col. 8, lines 17-37; figure 10). 

Response to Arguments 

Applicant's arguments and amendments with respect to claims 1 - 36 have been 
considered, but are moot in view of the new ground(s) of rejection. 

The applicant is advised that although, the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re Van 
Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993); In re Barr, 170 USPQ 330 
(CCPA 1971). "The PTO applies to the verbiage of the proposed claims the broadest 
reasonable meaning of the words in their ordinary usage as they would be understood by 
one of ordinary skill in the art." See In re Morris, 127 F.3d 1048, 1054, 44 USPQ2d 
1023, 1027 (Fed. Cir. 1997). "During patent examination the pending claims must be 
interpreted as broadly as their terms reasonably allow." See In re Zletz, 893 F.2d 319, 
321-22, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989). "The PTO broadly interprets claims 
during examination of a patent application since the applicant may 'amend his claim to 
obtain protection commensurate with his actual contribution to the art. '"(quoting In re 
Prater, 415 F.2d 1393, 1404-05, 162 USPQ 541, 550 (CCPA 1969)). See/« re 
Yamamoto, 740 F.2d 1569, 1571, 222 USPQ 934, 936 (Fed. Cir. 1984). The applicant 
cannot read limitations set forth in the description into the claims for the purpose of 
avoiding the art. See In re Sporck, 155 USPQ 687 (CCPA 1967). Although the apparatus 
as taught by the prior art may not be what the applicant intends as their claimed 
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invention, the claims still encompass the teachings of the prior art. Therefore, the claims 
still do not exclude the teachings of the prior art. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian J. Sines, Ph.D. whose telephone number is (571) 
272-1 263. The examiner can normally be reached on Monday - Friday (11:30 AM - 8 
PM EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-2 17-9197 (toll-free). 




